4 



unstable in aqueous solution when at 20° C: 

wherein said at least one material is selec ted from the grotift consisting of peptides, 
proteins, nucleoside nucleotides, dimers or oligomers of nucleosides or nucleotides, enzymes, 
Mfarinrs and derivatives nf anv of the foregoing &id derivatives having one or more 



enzvme 



additional moieties bo und thereto: and 

wherein s aid ste p of formi n g comprises heat/ng the comb ined carrier substance and 
purified biologically active material to a t em perature not exceeding 80° C. 

18. The process of claim 1 7 wherefa said step of forming comprises maintaining a sub 
atmos pheric nressnr. on the combin e d c»M substance and purified biologically active material 
while heating the combination to at least/30 o C and not e xceeding 80° C. 

1 9. The process of claim 1 j wherein said carrier substance com prises a water soluble 

or water swellable synthetic polvmef 

20. The process of H aim 1 7 where in said purified biologi c ally a ctive material is not 



an enzvme. 



7. 1 . The pro cess of claim 1 7 wherein said piiri fied biologically active material is not 



rennin. 



22. The process/of claim 17 wherein said puri fied biologically active material 

comprises a hormone. 

23. The process of claim 17 wherein said puri fied biologically active material 

comprises immunoglobulin. 

24. The p/ocess of claim 17 wherein said purified biologically active material 

comprises a blood plotting factor. 



?S The process 



nf claim 17 wh^-in said purified biologically active material 



r^prigfts a pharmacolog ically active protein. 

pa a p i agg y state comp ™*™ which is storage-stable" at 20° C, comprising: 

f n a carri^ substance wh ich is water-soluble or wate/swellable and 

m at least ™. ^1 to he s^H which is dissolved in said amorphous carrier 



substance; 



wherein 



..id at Last one ma^ai comprises /purified biologically active material that is 



unstable in aqueous so lution at 20° C; 

whexein said r ^ biologically active/material is selected from the. P rou p consisting of 
rr ti^ .mteins. nuc^^ nucleotides. d/ners or oligomers of nucleosides or nucleotides, 
^v^s .nzvme co.**™ ^ derivative s/of any of the foregoinr said derivatives having one 
or more additional mo ieties bound thereto!; 

wherein said ^position has fl/ p arties that it is -tor.^ stable and exists in a glassy 

state when at 20° C; 

wherein a ™ipht ratio of M p-rified hiologicallv active material to said carrier 

substance is between about 2:1 and about 1:1. 

27. T he-, com position/f claim 26 wher f ir, said composition contains no more than 

four wei ght percent water. 

28. The comp osi /on of clai m 26 wherein said ratio is about 2:1. 

29. The comp n /ition of clai m 26 wherein said ratio is about 1:1. 
M. T h* com position o f claim 26 wher^/saidjiiologically active material is not an 

enzyme. 




rennin. 



11 The comno^nn nf daim 26 ~ wi" said hiolo/allv active material is not 
r> A method 0 f ™H,W a mater*' ^"pe ihle at 20° C which material is 



in . T .^,e .ninri«n at room temperature of 2(/c, comprising the steps of: 

(1) dissolvin g to form 3 " aqueous solution 

(a ) said material and 



CM a carrier substance wh ^b i?4/ater-solub1e or water-swellable; 
n) eva porating Mav ^ ****** from s a/d solution thereby conv ertin g said solution into a 



g lassy stat e com position; 

wherein said rr ««™ ™mprise / a u nified biologic ally active material that is unstable in 

a queous s olution at 20° C; 

wherein saH Mn1npir. a 11v ac/iv e ™teri a i is selected from the, group consisting of 
rT n^ proteins, nu^ ^.s jLtides. dimers or oligomers of nucleosides or nucleotides, 
~, ?V n^ enzvme co*-*™ ^ /derivatives of any of the foregoin, said derivatives having one 

or more additional moir es hnftind thereto; 

wherein said ^npnsj L ha* the nronerty that it is storw stable and exists in said glassy 

state when at 20° C: and 

wherein « weig ht Lio of s *id purified biologically active material to said carrier 

substance is between a hftut 1 :2 and about 1:1. 

33. The method nf claim 32 w herein said weight ratio is about 1:1. 

34. The m ithod of claim 32 w herein said weirht ratio is about 1 :2. 

35. The rr/ethod of claim 32 wher e in said composition contains no more than 4 



weig ht percent water. 



M The method <***™ ^ wherei / id biologically active material is not an 



enzyme. 



37. The 



™.thod nf claim wberein said bi ology active material is not rennin. 



38. 



method of formirr * im position whict/is storage-stable at 20° C, said 



composition comprising: 

m dissolving to form an aque ous solution 
j^^r which is w/ter-soluble or water-swellable and 

(h ) at least 0 "^ material to he stored: 

ffl forming ^Intion containin g said carrier substance with said at least, one material 
«^ therein into a glas s y state by Xoration of liquid water to produce said composition; , 
___ jr Hn ^ - i~* ^ mat /al co mprises a pu rified biolog icall y active material that is 

unstable in aq ueous so lution at 207C; 

wherein said r ~<™ bi oLcallv active material is selecte d from the grou p consisting of 

rT ,^ g proteins. nuc-- W ^Wides. dimers or oligomers of nucleosides or nucleotides, 

^vmes. enzvme ™^s /nn derives of any of the foregoing said derivatives having one 

or more additional moie ^A hound thereto: and 

wherein com position co^ "< no more than 4 percent by weight of water; and 
wherein ,a " /^ position has th * P™ r^° that it is -tonge stable and exists in a glassy 

=t a tewhenat20° aand 

whereir c/h ste p of disso i™r mm prises dissolving in an aqueous solution having apH 

of about 7. 



19. A composition which i« storage-stable at ?.0° C, coryftrising: 

(1 ) , eWr suhstan - «,hi«h i* water-so luble or wat er-sellable and is in a glassy state ; 

( 9 ) „t least one mat ^l to he stored which is dissolved in said carrier substance; 




wherein said comp o sition exists i" " fflassv state at 20° C; 

whe.re.in said a t w* one, material co mprises ae rified biolo gicall y active material that i s 

unstable in aq ueous so lution at 20° C; 

wherein said v ^A binWallv a cti v e /aterial is selected from the group consisting of 
proteins. nud ^Hes Peptides. diers or oligomers of nucleosides or nucleotides, 
^ V mes en 7 vme cofr «™ ™* Natives /f any of the foregoing, said derivatives having one 
or more additional moie ties hound theretcf: 

wherein saH composition cot J™ no more than 4 percent by weight of water; and 
wherein said biologic ally acti/e material is not rennin. 
4Q. A im position wh iX is storage-stable at 7,0° C, comprising: 
m a carrier substance v frh is water-soluble, or water-swellable; 
ffl at least ™e materia/to be ^ whir.h is dissolved in said carrier substance; 



wherein said compos /ion has th e property t hat it exir fr in a glass y state when at 20° C; 
wherein said - material ™™ pnse* a nurified biologically active material that is 

unstable in aq ueous so lution at 20° C; 

wherein sai H h io Lr.allv activ material is selected from the, group consisting of 
rr tiHe.s proteins. nu i^Hes nucleotides dimers or oligomers of nucleosides or nucleotides, 
^ vmes enzvme co jLr, and derivatives of any of the foregoing said derivatives having one 
or more additional Mo ieties hound thereto; 



_ w ,^n ^ r.omnosi^n stains no m/re thanA mfflU y wei P ht of water; and 
wherein said bip i^™11v active mate/al is not an enzyme. 
ai A mrnW — is storage *HMe at ?0° C, comprising: 

n) „ carrier suhsta— is water-mlnble or water-swell able and 
n t one, material to ^_M^ mus^s ^ in said carrier substance; 

_ hnr - n nH h,s the nronertv thalit^inagL^s y state when at 20° C; 



unstable in a queous solution at 20° C; 

wWn said bi o -"'""" " ■"■'^ "* ff °" P C " nSi5linR ^ 

~~ ^ r- -> ^ ftnrninr nM Natives having one 

or more additional moiet^ "™'"d tbereto; 

__^erdr^^ no more than 4 percent by weighlofjY^id 

wherein ™* hiolomcallv active m aterial is not rennin.. 
A? A c—p-tion wbich i g ° tnrg ^ ahle at 2 °° C ' c</mprisinS; 



m « carrier ^ which is water - soluh le or wat/swellable and 
___ jAu n LAjjmul ^\ .1 1. 1 In inirn "hirh r - ™™ er subst ^ 

wherem said cfi aBfiatohg the prnperW it exists in a glassy stat^enaLlQlC; 

herein s.id at least one m ^c^d^ V ^ Mnlnpicall y active materia l^ 

unstable in aqueous solution at 20° C; 

wb CT .i n said b '"-"i--"v "*v° "- A 1 " 1 " VW " A ^ ""' COnSiStinS " 



m7 vm es . enzvme factors and deri vatives of anv of the foreg ; /ng, said derivatives having one 
nr more additional moie ties hound thereto; 

wherein said biologically active m aterial is not a/ enzvme; and 

wherein said carrier substance d oes not comn/se maltotriose. 

43 , A composition which is st orage-stafcle at 7.0° C, comprising: 

f n a carrier substance which is water -sXhle or water-swellable and 

(2) at least one material to be stored v 4 irh is dissolved in said carrier substance; 

wherein said composition bas the ifrooertv that i t exists in a p lass y state when at 20° C; 

wherein said at least one w# ~ d ™mnrises a nurified biologically active material that is 

unstable in aqueous solution at 20° y: 

wherein said biologically a/tive material i s sel ect ed fro m the group consisting of 
prides, protein* m^leosides. X ^tiHes dimers or oligomers of nucleosides or nucleotides, 
.n 7 vmes. enzvme ^factors an/deri vatives of anv of the foregoing, said derivatives having one 
or more additional moieties Bound thereto; and 

wherei n said hiolo icallv active material is no t an enzy me, and is not freeze stable. 

44. A methoo/of forming a com p osition which is storage-stable at ?.0° C, comprising 

the steps of: 

(U dissolvingAo form an aqueou s solution 

(a\ a carrier ^hstance which is water-soluble or water-swellable and 



(b) at least 6ne material to be stored; 

forming s id solution into a gl a ^y state composition by evaporating liquid water; 
wherein lid co m position has t h e p ro perty that it exists in a glassy state when at 20° C; 



wherein said at least one material comprises a purifiM bio logically active material that is 
unstable in aqueous s olution at 20° C; 

wherein said biolopicallv active material is ffi fcted from the group consisting of 

' /)'¥ 

peptides, proteins, nucleosides', nucleotides. dimtfefor oligomers of nucleosides or nucleotides, 
enzvmes. enzvme cofactors and derivatives o f fflfr of the foregoing, said derivatives having one 



or more additional moieties bound thereto; li 



wherein said biologically active mft /erial is not an enzvme: and 
wherein said carrier substance dies not comprise maltotriose. 
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